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simple random sample of 46 patients distributed throughout the country to develop 
validation of measuring instruments : (i) Fact-Lym scale, (ii) Facit-fatigue scale. As a 
comparison scale items, was applied a vision analogous scale (VAS), wich assessed 
the homogeneity of the questions by averaging all correlations between all items to 
see effectively will be consistent. Translations of the instruments were not needed as 
these are in Spanish language. Results: From a total of 46 respondents, 2.17% was 
not able to answer. Through each having dimensions of the scales, Cronbach’s alpha 
coefficient was estimated using the results of the VAS, obtaining a 84.19 alpha coef-
ficient for overall fitness, 87.00 for family and social environment, 64.3 for emotional 
state, personal functioning 78.17, other concerns 90.82 and to the level of fatigue 92.53. 
Results suggest high levels of reliability above 75% (except the dimension of emotional 
state) of the scales and the results obtained through this. ConClusions: There is a 
strong correlation between the scores of the items of the Fact-Lym and Facit-fatigue 
scale regarding the estimate of Cronbach’s alpha coefficient, thereby it’s considered 
reliable for use in patients with myeloproliferative syndromes in Colombia.
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The allais PaRadox in The self-PeRcePTion of qualiTy of life
Moreno M.
Instituto de Evaluación Tecnológica en Salud - IETS, Bogotá D.C., Colombia
objeCtives: Preference-based Quality-of-Life Indexes (QLI) represent the utility 
value related with health status. QLI consist of 1) a descriptive system of health 
states and 2) an algorithm to calculate values for each health states described in 
the system. When QLI are combined with life years, it is possible to obtain quality-
adjusted life years (QALYs). For QALYs to be useful in the prioritization of resources 
and decision-making in health, QLI must reflect a cardinal order in the preferences 
of patients. In this regard, the theory that provides an axiomatic framework to reach 
a cardinal order in preferences was the von Neumann-Morgenstern Expected Utility 
Theory (EUT). According to the vN-M’s EUT patients prefer alternatives that provide 
them a maximum utility expected value (which, in the context of health, would be a 
higher QLI). To ensure the maximization of expected utility value, independence is 
a necessary condition. However, in 1953 Maurice Allais demonstrated the violation 
of the independence condition using an experimental design. The purpose of this 
study was to redesign the Allais’ experiment using 13 health states described with 
the EQ-5D system, in order to verify whether the paradox of Allais is also present 
in the QLI, which are calculated as vN-M utilities. Methods: First, the QLI were 
calculated using the standard gamble approach. Second, we carried out the experi-
ment in 20 individuals in Colombia. Results: Results showed that maximization 
of the expected utility value is not fulfilled because the violation of independence 
condition. ConClusions: These results cast doubts on the accuracy of QALYs as a 
measure of patient preferences and their validity to support the process of decision-
making in health, as suggested by other researchers.
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The iMPoRTance of develoPing counTRy-sPecific veRsions of sPanish-
language clinical ouTcoMe assessMenTs (coas) duRing linguisTic 
validaTion
Sweeney E.1, Popielnicki A.2
1TransPerfect, New York, NY, USA, 2TransPerfect, Boston, MA, USA
objeCtives: The development of country-specific versions of Spanish-language 
COA instruments through the linguistic validation process is important to ensure 
the language used is widely understood by the target audience while maintaining 
conceptual equivalence to the original instrument. This poster will offer exam-
ples illustrating why a universal Spanish version may not be appropriate for all 
Spanish-speaking populations, while also providing details related to target popu-
lations, regional dialects, and instrument types. Methods: A review of previous 
linguistic validation projects that included multiple Spanish-speaking countries 
was conducted. A comparison of different versions, the corresponding linguistic 
decisions, and details relating to the demographics of the respondent population 
were analyzed. Results: The review of various COA instruments determined that 
the Spanish versions often required country-specific adaptation for wide-reach-
ing comprehension, as well as the use of appropriate local medical terminology. 
Instruments developed for use with adolescents or elderly populations frequently 
required country-specific adaptation to ensure that the items were fully understood. 
Other factors included references to education levels, measurements, and idiomatic 
or colloquial verbiage. ConClusions: When making decisions regarding language 
versions, the target population should be taken into consideration. COA instru-
ments are increasingly being developed for adolescent and elderly populations. 
These audiences may not have the language experience that is conducive to the 
same understanding of idiomatic or region-specific language that other populations 
might be more likely to comprehend. In addition, as medical terminology can differ 
between countries, it is important to develop instruments specific to the targeted 
country’s population where applicable.
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The challenge of TRanslaTing The sToRy MeMoRy subTesT of The 
RePeaTable baTTeRy foR The assessMenT of neuRoPsychological 
sTaTus (Rbans) inTo 24 languages
Grataloup G.1, Chandler J.2
1Mapi, Lyon, France, 2Merck, Whitehouse Station, NJ, USA
objeCtives: The Repeatable Battery for the Assessment of Neuropsychological 
Status (RBANS) Story Memory subtest measures short-term verbal memory and 
consists of a story in 12 segments (32 words), read for immediate recall over two 
trials. The stories contained in the different forms of the RBANS follow the same 
basic structure: the narrative of an event occurring at a specific date, in a specific 
location, and the description of its consequences. The objective of this abstract is to 
present the challenges of the translation of one story into 24 languages. Methods: 
In each country, the translation was performed with translators and a speech thera-
pist, living in the target countries. Criteria for adaptation to the context of the target 
a recall period of the past 24 hours. The EIS is an electronic questionnaire assessing 
impact of endometriosis symptoms over the past seven days. Conceptual saturation 
appears to have been achieved during concept elicitation, confirming full explora-
tion of endometriosis symptoms and impacts. Pain emerged as the most frequent, 
severe and bothersome symptom, resulting in significant impairments in physical 
activities, work and study, social and leisure activities, household activities and sex-
ual functioning. Cognitive interviewing of the ESD and EIS revealed both measures 
to be well understood and consistently interpreted by participants. Rasch analyses 
revealed no disordering of the response categories for the items, and the full range 
is covered with no gaps in measurement of the respective concepts. ConClusions: 
Developed using a mixed methods approach, the ESD and EIS have demonstrated 
strong content validity. Ongoing research will inform measurement properties of 
final instruments.
PRM104
MeasuReMenT PRoPeRTies of PaindeTecT by seveRiTy of neuRoPaThic 
Pain
Sadosky A.1, Cappelleri J.C.2, Parliyan A.3, Koduru V.4
1Pfizer, New York, NY, USA, 2Pfizer Global Pharmaceuticals, New York, NY, USA, 3Pfizer, Inc., New 
York, NY, USA, 4Eliassen Group, New London, CT
objeCtives: To evaluate whether painDETECT, a screening questionnaire to 
identify neuropathic pain (NeP), can differentiate pain severity in patients with 
NeP. Methods: Subjects (N= 624; 55.4% male, 71.8% white, mean±SD age 55.5±13.7 
years) with confirmed diagnoses of NeP were identified during routine office visits 
to U.S. community-based physicians. The Brief Pain Inventory was used to stratify 
subjects by mild (score 0-3; n= 110), moderate (score 4-6; n= 297), and severe (score 
7-10; n= 207) pain. Scores on the 9-item painDETECT (seven pain symptom items, 
one pain course pattern item, and one pain irradiation item) range from -1 to 38; the 
7-item painDETECT scores (only pain symptoms) range from 0 to 35. The ability of 
painDETECT to discriminate pain severity was evaluated using analysis of variance 
or covariance models (with Tukey’s adjustment for pairwise comparisons) to obtain 
unadjusted and adjusted (age, gender, race, ethnicity, time since NeP diagnosis, 
and number of comorbidities) mean painDETECT scores. Cumulative distribution 
functions on painDETECT scores by pain severity were compared (Kolmogorov-
Smirov test). Cronbach’s alpha assessed internal consistency reliability. Results: 
Unadjusted mean scores were 14.3 for mild, 18.6 for moderate, and 22.7 for severe 
pain for the 7-items, and 15.2, 19.8, and 24.0, respectively, for the 9-items. Adjusted 
7-item mean scores for mild, moderate and severe pain were 16.4, 20.1 and 24.0, 
respectively, and adjusted 9-item mean scores were 17.3, 21.3 and 25.3, respectively. 
All pairwise comparisons of mean scores between pain severity groups were sta-
tistically significant (P< 0.0001). Cumulative distribution functions showed distinct 
separation between pain severity groups (P< 0.0001). Cronbach’s alphas were 0.80 
and 0.76, for the 7- and 9-item scales, respectively. ConClusions: This study is 
the first to provide strong psychometric evidence on the validity and reliability 
of painDETECT for distinguishing severity of NeP, further supporting its clinical 
relevance for identifying and characterizing NeP.
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eliciTaTion of healTh-RelaTed qualiTy of life concePTs associaTed 
wiTh PeRiPheRal neuRoPaThy
Hawken N.A.1, Holmstrom S.2, Aballea S.3, Odeyemi I.A.4, Toumi M.3, van Nooten F.E.5
1Creativ-Ceutical, Luxembourg, Luxembourg, 2Astellas Pharma Europe, Leiderdorp, The 
Netherlands, 3Creativ-Ceutical, Paris, France, 4Astellas Pharma Europe Ltd, Chertsey, UK, 
5Astellas, Leiden, The Netherlands
objeCtives: There are several causes for peripheral neuropathy, including painful 
diabetic peripheral neuropathy (DPN) and post-herpetic neuralgia (PHN). DPN is a 
common complication of diabetes mellitus and can have debilitating consequences 
with significant impact on quality of life. PHN is the most common complication 
that follows resolution of acute herpes zoster infection and healing of zoster rash 
and consists and is characterised by chronic pain. Our aim was to identify and 
compare health-related quality of life (HRQoL) dimensions in patients with PDN 
and PHN. Methods: Thirty patients, 15 with DPN and 15 with PHN, participated 
in semi-structured individual interviews and were asked to cite important concepts 
related to the impact of PDN or PHN on HRQoL. All patient responses were coded. 
Code frequency and bother ratings were used to identify salient patient experi-
ences. Results: Results indicated that patients of both populations experienced 
pain, sleep disorder, tiredness, limited mobility, social isolation and loneliness, a 
restricted life, loss of control, and fear for the future. Pain and particularly intermit-
tent pain was reported as the most bothersome symptom. Patients discussed the 
implication of chronic persistent pain in terms of the limitations on their mobility 
that subsequently prevented them to engage in a large number of activities. Results 
showed a similar impact of the pain on the social, work and role functioning of the 
patients with PHN or DPN. Although resolution of the pain is possible for the PHN 
patients while worsening of the symptoms is more probable for PDN patients, both 
PHN and PDN patients experienced feelings of depression. Also, anxiety due to the 
pain and the unpredictable nature of the pain is consistently affecting patients with 
PDN or PHN. ConClusions: The concepts reported by PDN and PHN patients are 
similar and seem to have significant impact on patient’s quality of life.
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validaTion of facT-lyM and faciT-faTigue as scales MeasuRing of 
healTh-RelaTed qualiTy of life of PaTienTs wiTh MyeloPRolifeRaTive 
syndRoMes in coloMbia
Romero M., Marrugo R., Simbaqueba E.
Fundacion Salutia, Bogota, Colombia
objeCtives: Validate the use of Fact-Lym and Facit-Fatigue as instruments measur-
ing of health related quality of life (HRQoL) of patients with myeloproliferative syn-
dromes for Colombia. Methods: Under mean prevalence data of myeloproliferative 
syndromes in Colombia ranging from 0.3 to 1.5 per 100,000 people, was estimated a 
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works for HTA. This study seeks to systematically review the literature to identify 
existing ethics frameworks for HTA in order to provide an overview of their method-
ological features and to gain a better understanding of the areas of commonality and 
divergence between different frameworks. Methods: We conducted a systematic 
search of literature, without limits of time and language, to identify the guidance 
documents or practical frameworks published up to October 1st 2013. Results: The 
review identified 22 frameworks, varying in their philosophical approach, structure, 
and comprehensiveness. They were designed for different purposes throughout the 
HTA process, ranging from helping HTA producers in identification, appraisal and 
analysis of ethical data to supporting decision-makers in making better informed 
value-sensitive decisions. They frequently promoted analytical methods that com-
bined normative reflection with descriptive approaches to the analysis of values of 
stakeholders and other societal or technical actors. ConClusions: The choice of a 
method for collection and analysis of ethical data seems to depend on the context 
in which technology is being assessed, the purpose of analysis, and availability of 
required resources.
ReseaRch on MeThods – statistical Methods
PRM113
coMPaRing PRoPensiTy scoRe, PRoPensiTy scoRe wiTh covaRiaTes 
and geneTic algoRiThM MeThods foR covaRiaTe MaTching in 
obseRvaTional sTudies
Claeys C., Bakken D.G., Wasserman D., Spilman J.
KJT Group, Inc., Honeoye Falls, NY, USA
objeCtives: As the population ages an increasing number of individuals are provid-
ing informal (unpaid) care for an aging relative. We compare three different methods 
of covariate matching to determine the effect of caregiving on the mental health 
states of informal caregivers. Covariate matching methods pair observations from 
different treatment groups by matching the members of each pair on a set or vector 
of covariates that would be randomly distributed across the groups in a randomized 
trial. Methods: Multiple waves of an online survey conducted among a representa-
tive sample of U.S. adults yielded 740 informal caregivers and 2260 non-caregivers. 
We applied three different methods for covariate matching to determine the “aver-
age effect of treatment on the treated” (ATT) of caregiving on mental health states 
(MH): 1. Propensity score within calipers; 2. Propensity score and covariates within 
calipers; and 3. Genetic algorithm matching. Results: All three methods provide 
adequate balance on the covariates used for matching. Methods 2 and 3 produce 
the best covariate balance, with absolute mean covariate differences less 0.0008 on 
all covariates and less than 0.00001 on the core set of covariates. Because methods 
that censor observations (i.e. matching within calipers) may artificially improve 
covariate balance, we take the ATT estimate from genetic matching to be the least 
biased estimate of the true effect. Using a standard 5-point self-report measure of 
mental health, caregivers, on average, report a mental health state that is 5.4% worse 
than non-caregivers (roughly one-fourth “less healthy” within any given scale range 
(e.g. 2-3, 3-4). ConClusions: As all three methods provide adequate matching, our 
consideration turns to bias reduction and the fact that the genetic matching does 
not require that we estimate the propensity score prior to matching. We consider 
the drivers or caregiver MH and implications for health care policy.
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aRe indusTRy funded neTwoRk MeTa-analyses loweR qualiTy?
Chambers J.D.1, Gunjal S.S.2, Winn A.3, Kennedy I.R.4, Hoey M.G.5, Pyo J.1
1Tufts Medical Center, Boston, MA, USA, 2University of Houston, Houston, TX, USA, 3The 
University of North Carolina at Chapel Hill, Chapel Hill, NC, USA, 4Daisy Hill Hospital, Newry, 
UK, 5Downe Hospital, UK
objeCtives: To compare the quality and transparency of industry supported network 
meta-analyses with those with non-profit support or no support. Methods: We sys-
tematically searched OVID-Medline for network meta-analyses including at least one 
pharmaceutical. We reviewed each network meta-analysis and evaluated key general 
study characteristics, methodology, and transparency using a checklist of objective 
criteria derived from the ISPOR Taskforce’s recommendations for study conduct and 
reporting. We reported source of study funding when available. When source of fund-
ing was unclear or not reported we contacted the corresponding author. We compared 
the quality and transparency of industry supported network meta-analyses with 
those with non-profit support or no support. Results: Two hundred and fourteen 
studies met our inclusion criteria and were included in our dataset. Source of fund-
ing was identified for 211 studies (98.6%). Industry supported studies tended to be 
published in lower quality medical journals (p< 0.01), and typically included fewer 
studies (p< 0.05) and a smaller total number of patients (p< 0.05). In terms of study 
transparency, industry supported studies less often reported the search terms (p< 0.01) 
and, for analyses conducted using a Bayesian framework, presented the model code 
(p< 0.01). Regarding study methodology, industry supported network meta-analyses 
less often reported a quality assessment of clinical studies included in the network 
meta-analysis (p< 0.01), and less often compared the findings of traditional meta-
analysis and network meta-analysis (p< 0.01). With respect to presentation of findings, 
industry supported studies less often reported the full matrix of head-to-head com-
parisons (p< 0.01), or provided a ranking of treatments (p< 0.01). ConClusions: We 
found that studies with non-profit support or no support funded tended to be more 
transparent and rigorous than industry supported studies. Study findings emphasize 
that users of network meta-analyses should take great care to account for study qual-
ity when interpreting the findings of network meta-analyses.
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auToMaTic develoPMenT of clinical PRedicTion Models wiTh geneTic 
PRogRaMMing: a case sTudy in caRdiovasculaR disease
Bannister C.A., Currie C.J., Preece A., Spasic I.
Cardiff University, Cardiff, UK
countries were the following: (1) keep the same date, event, and consequences 
whenever possible (i.e., Tuesday May 4, a 3 alarm fire, destruction of two hotels 
and one restaurant); and (2) substitute the place where the event is located [i.e., 
a city (Cleveland, Ohio)] with a place familiar to the subjects living in the target 
countries. Results: The event (fire) could be kept in all countries. The date had 
to be changed in The Netherlands because it corresponds to a commemoration 
(Remembrance of the Dead) and would have introduced a bias if kept. The verbatim 
“a 3 alarm fire” was impossible to translate literally since no equivalent fire-classifi-
cation system is used in most target countries (except in Canada). It was decided to 
use synonyms of “big” to qualify “fire.” Syntax was also an issue especially in Korea, 
Japan, Romance and Germanic languages where the order of some segments had 
to be inverted. ConClusions: Although simple in its structure, the RBANS story 
memory-test proved to be challenging to translate into 24 languages and required 
a rigorous methodology to preserve the intent of the original.
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sTandaRdizaTion of MenTal healTh assessMenT – using iTeM 
ResPonse TheoRy (iRT) To cRoss-calibRaTe Two self-RePoRTed MenTal 
healTh Tools: The PaTienT healTh quesTionnaiRe (Phq-9) and The sf-
36v2 MenTal healTh (Mh) scale
Bjorner J.B., White M.K., Yarlas A.S.
Optum, Lincoln, RI, USA
objeCtives: Mental health can be measured by numerous instruments, but scores 
are usually not directly comparable. The heterogeneity of scale specific metrics seri-
ously impairs comparability across study results and the communication among 
researchers and clinicians. We aimed to develop and evaluate methods for cross-
calibration of two popular mental health tools: the PHQ-9 and the SF-36v2 MH 
scale. Methods: We analyzed data from the United States and the UK including a 
general population sample (US: 216, UK: 355) and a sample with suspected depres-
sion (US: 169, UK: 153). Multigroup confirmatory bifactor models tested whether 
the two instruments measured the same construct. Differential item function 
(DIF) between general population and depression samples was tested using logis-
tic regression DIF tests. We estimated IRT item parameters using a multigroup 
generalized partial credit model and developed cross-calibration algorithms using 
the summed score cross-calibration approach. The measurement properties of the 
instruments were evaluated by test information functions. Results: In the bifactor 
model, all items loaded strongly on a common factor, supporting that the two scales 
measure the same general mental health construct. We found no indication of DIF, 
supporting that the same item parameters apply to the general population and the 
depression samples. The cross-calibration algorithm revealed a fairly linear relation 
between PHQ-9 score and MH score in the PHQ-9 score range of 10-20 (moderate 
to severe depression), but a non-linear relation at more extreme scores. The PHQ-9 
provided most information for persons with scores in the interval from the general 
population average down to two standard deviations below average, but the MH 
scale provided more information at the lower and upper extremes. ConClusions: 
We successfully developed a procedure for cross-calibrating the PHQ-9 and MH 
scales. These results can be used to compare scores between the two instruments.
PRM111
inTeRnal validaTion of MaPPing analyses foR healTh Technology 
assessMenT
Trueman D., Treharne C.
Abacus International, Bicester, UK
objeCtives: Mapping between health status measures is common practice within 
health economic evaluations. The objective of this analysis was to evaluate the suit-
ability of hold-out validation, whereby models are fitted to a subset of data and then 
tested in the remaining observations, compared to other methods of internal valida-
tion utilising full sample approaches in small to medium sized samples. Methods: 
Four models predicting EQ-5D from the SF-12 were estimated using the Medical 
Expenditure Panel Survey. Models were estimated using three hypothetical sample 
sizes of 500, 1,000, and 4,000 observations. For each model and sample size, two 
hold-out validation specifications were compared against alternative estimators of 
error: the naïve resubstitution error; repeated 10-fold cross validation; the optimism-
corrected bootstrap; the 0.632 bootstrap. The results from these estimators were 
compared against asymptotic estimates of the true error indices in the remaining 
observations (n= 15,675). Estimators were evaluated by assessment of bias and vari-
ance. The exercise was repeated 500 times. Results: Hold-out methods were subject 
to the largest variance across all estimators and sample sizes. Variance was lower 
and similar in the full sample estimators (bootstrap and cross-validation methods). 
The extent of bias in any sample size was associated with the degree to which the 
algorithms were adaptive to the training sample data. For the two mapping algorithms 
which were not adaptive to the training sample data, bias was low for all estimators. 
In the two algorithms which were more adaptive to the training sample data, the 
naïve resubstitution error was associated with a downward bias, hold-out methods 
exhibited an upward bias, and all full sample methods exhibited a low degree of 
bias. ConClusions: Hold-out validation exhibited the highest variance of all meth-
ods in all scenarios. Full-sample designs offer lower variance and are preferable to 
continued use of hold-out validation with small to medium sized datasets.
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a sysTeMaTic Review of MeThodological fRaMewoRks foR 
evaluaTion of eThical consideRaTions in healTh Technology 
assessMenT
Assasi N., Schwartz L., Tarride J.E., Campbell K., Goeree R.
McMaster University, Hamilton, ON, Canada
objeCtives: While advances have been made in development of ethical frame-
works for health technology assessment (HTA), there is no clear agreement on the 
most useful and practical approach to address ethical aspects in HTA. Moreover, 
uncertainty remains about appropriate scope and level of details of ethical frame-
